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§821.4

(i) The lot or batch within which a
device was manufactured;

(ii) The serial number of a specific
device;

(iii) The expiration date of a specific
device;

(iv) The date a specific device was
manufactured.

(v) For an HCT/P regulated as a de-
vice, the distinct identification code
required by §1271.290(c) of this chapter.

[568 FR 43447, Aug. 16, 1993, as amended at 67
FR 5951, Feb. 8, 2002; 78 FR 58822, Sept. 24,
2013]

§821.4 Imported devices.

For purposes of this part, the im-
porter of a tracked device shall be con-
sidered the manufacturer and shall be
required to comply with all require-
ments of this part applicable to manu-
facturers. Importers must keep all in-
formation required under this part in
the United States.

Subpart B—Tracking Requirements

§821.20 Devices subject to tracking.

(a) A manufacturer of any class II or
class III device that fits within one of
the three criteria within §821.1(a) must
track that device in accordance with
this part, if FDA issues a tracking
order to that manufacturer.

(b) When responding to premarket
notification submissions and remarket
approval applications, FDA will notify
the sponsor by issuing an order that
states that FDA believes the device
meets the criteria of section 519(e)(1) of
the act and, by virtue of the order, the
sponsor must track the device.

[67 FR 5951, Feb. 8, 2002]

§821.25 Device tracking system and
content requirements: manufac-
turer requirements.

(a) A manufacturer of a tracked de-
vice shall adopt a method of tracking
for each such type of device that it dis-
tributes that enables a manufacturer
to provide FDA with the following in-
formation in writing for each tracked
device distributed:

(1) Except as required by order under
section 518(e) of the act, within 3 work-
ing days of a request from FDA, prior
to the distribution of a tracked device
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to a patient, the name, address, and
telephone number of the distributor,
multiple distributor, or final dis-
tributor holding the device for dis-
tribution and the location of the de-
vice;

(2) Within 10 working days of a re-
quest from FDA for tracked devices
that are intended for use by a single
patient over the life of the device, after
distribution to or implantation in a pa-
tient:

(i) The unique device identifier (UDI),
lot number, batch number, model num-
ber, or serial number of the device or
other identifier necessary to provide
for effective tracking of the devices;

(i1) The date the device was shipped
by the manufacturer;

(iii) The name, address, telephone
number, and social security number (if
available) of the patient receiving the
device, unless not released by the pa-
tient under §821.55(a);

(iv) The date the device was provided
to the patient;

(v) The name, mailing address, and
telephone number of the prescribing
physician;

(vi) The name, mailing address, and
telephone number of the physician reg-
ularly following the patient if different
than the prescribing physician; and

(vii) If applicable, the date the device
was explanted and the name, mailing
address, and telephone number of the
explanting physician; the date of the
patient’s death; or the date the device
was returned to the manufacturer, per-
manently retired from use, or other-
wise permanently disposed of.

(3) Except as required by order under
section 518(e) of the act, within 10
working days of a request from FDA
for tracked devices that are intended
for use by more than one patient, after
the distribution of the device to the
multiple distributor:

(i) The unique device identifier (UDI),
lot number, batch number, model num-
ber, or serial number of the device or
other identifier necessary to provide
for effective tracking of the devices;

(ii) The date the device was shipped
by the manufacturer;

(iii) The name, address, and tele-
phone number of the multiple dis-
tributor;
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